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This form, when eompleted, wlll be clA55lfled .is 'For offic.i~I use onty', 
For guido~e on how your information will be treated by the TGA see: Treatment of Information provided to the Tl'.;A 0t 
<htW//www.tga.gov.auhlbout/tga,iiifp(matioo-to.htm>, 

category B form Special Access Scheme 

Please c:ornplete clearly and in full - forms cannot be processed if incomptete or Illegible 

Do nol provide the Nlltle of the pr;itl@nt. Only provide the patient's lnltlal, and other lnform1tion m l"Qquested on tfils fol'ttt, 
Emal! ~mple~d form to ,~,.gov.au (prefenotd) or f,11 to.02 623Z 81.1Z. 

Privacy informatior, 
for gen1?ral pri11c1cy i~formation, go to <h,ttp:/lwww.tga.g911.au/a~~slte•privacy,htm>. 
Th@ TGA Is toltectin1 personal Information in this form in ordertQ: 

• A$$/1$5 the application. 

• Contact the medk:al practltlonar and di$cuss the appllca t,on where necessary_ 
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• Th~ personal information of the medic~I pra(titioner may be disclosed to St<1te and TerrltOl'\I authoritia$ with n!~ponslbility for therapeutic good$ or 
rt'ledl,;:if practltloner registratiQn, 

Patient details (minimum of 9 (three) ld11ntifiers re · 

Clinical justification for use 
of product. 
For example • Include 
!Seriousness of condition, 
details of previou~ treatment 

In this inborn error of metabolism, high levels of glyceine are pathogenic. Ei!;pert opinion suggests 
treatment with sodium benwate to reduce plasma conoentration of glycine. This patient has been 
treated with sodium benzoate sini;;e dlagnoi/i iS 

Product d~ils Attach efficacy and softty dota to support proposed use of the prodvct and details of lntended mO/'litorfng. 
Note: Boxes marked with en ' must be completed for device$. 

Active ingredient Sodium Benzoate Trade neme/device name• 

Company/suppll~r'" Medsurge Route of administration Oral 

Dose form & stnmgth (e.g. 500mg tablet) 500mg tab~t Proposed treatment duration 12 months 
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Dose & frequency• (e.g. 1 tds) 5.5g tds 
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Intended d,te of use• Of"t'.01t.Jl, Proposei;t quantity· p . ""Oiv, I\S .J'v//Vof 




